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Office Action Summary 



Application No. 

09/698,789 



Examiner 



Applicant(s) 

SPENCER ET AL 



I David HKruse , ■ 

SH^RTeL SWUTORV PER,00 rOR REPLV ,S SE^ 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

I )|2 Responsive to communication(s) filed on ?7 October 2000 . 

2a)a This action is FINAL. 2b)E This action is non-final. merits is 

n Since this application is in condition for ai-owance e.c^^^^^^ aaz^r" 
closed in accordance with the practice under Ex parte Quayle. 1935 O.u. n , ^00 

Disposition of Claims 

4) E1 Claim(s) M-R? and 96-99 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 13 Claim(s) ftd-R? and 96-99 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 13 The specification is objected to by the Examiner. 

1 0)0 The drawing(s) fled on _ is/are: a)D accepted or b)D objected to by the Examiner^ 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1^85(a). 

I I )□ The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner. 

If approved, corrected drawings are required In reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)nAII b)n Some*c)D None of: 

1 □ Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Application No. 



3 □ copies of the certified copies of the priority documents have been received in this National Stage 
application from the Intemational Bureau (PCT Rule 17.2(a)) 
* see the attached detailed Office action for a list of the certified copies not received. 

14) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional aPPjcation has been receded 

1 5) ^ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 

Attachment{s) 



1) ^ Notice of References Cited (PTO-892) - 

2) 13 Notice of Draftsperson's Patent Drawing Review (PTO-948) - 

3) IE! Information Disclosure Statement(s) {PT0.1449) Paper No(s) 4 . 



4) □ Interview Summary {PTO-413) Paper No(s). 

5) □ Notice of Infomnal Patent Application (PTO-1 52) 

6) 0 Other: 
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DETAILED ACTION 
Sequence Rules 

1 . This application contains sequence disclosures that are encompassed by the 
deflnitions for nucleotide and/or amino acid sequences set forth in 37 CFR § 1 .821 (a)(1) 
and (a)(2). However, this application fails to comply w«h the requirements of 37 CFR 
§§ 1.821 through 1.825. r^ n^ lin.. 20 and ^1 • mn^ 87 lines ? and 3; page 
97jne2. If the disclosed nucleotide sequences are in the Sequence Listing, then the 
speciflcatlon must t>e amended to include the SEQ ID NO. If the disclosed nucleotide 
sequences are not in the Sequence Listing, then Applicant must submit a new, revised 
paper copy of the Sequence Listing accompanied by a Computer Readable Fom, of the 
sequence listing and the proper statement regarding its content must be submitted in 
response to this Office action. Applicant should include a response to the Sequence 
Rules in addition to the other issued in this Office Action, failure to respond to the 
Sequence Rules will be held to be non-responsive to this Office Action. 

Priority 

2. Applicant has not complied with one or more conditions for receiving the benefit 
of an earlier filing date under 35 U.S.C. § 120 as follows: An application in which the 
benefits of an eartier application are desired must contain a specific reference to the 
prior application(s) in the first sentence of the specification or in an application data 
sheet (37 CFR §§ 1 .78(a)(2) and (a)(5)). Specifically, the statement on the first line of 
the Specificafion should be amended to designate the status of the parent applications. 

Information Disclosure Statement 
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3. The information disclosure statement filed 26 March 2001 fails to comply with 37 
CFR 1 .98(a)(2), which requires a legible copy of each U.S. and fo^gn patent; each 
publicatton orthat portion which caused it to be listed; and all other Information or that 
portion which caused ft to be listed. Specifically the PCT Search Report for 
PCT/US98/06640 was not found in the parent applications and was not submitted in «he 
instant application. If Applicant wishes this reference to be considered, a copy of the 
reference should be submitted in response to this Office action. 

Drawings 

4. The drawings in this application are objected to by the Draftsperson. See the 
attached PTO-948 fom. Applicant is reminded that correction of the drawings cannot 
be held in abeyance, and that formal drawings are required in response to this Office 
Adion as outlined in 37 CFR § 1 .85(a). Failure to take corrective action within the set 
period will result in ABANDONMENT of the application. 

Status of the Application 
6. Claims 1-82, 88-96 and 100-118 have been cancelled as requested in the 
Request for Filing, filed on 27 October 2000. Claims 83-87 and 96-98 have been 
amended as requested in the Preliminary Amendment filed on 27 October 2000. 

Claim Rejections - 35 l/SC §112 
6. The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written d-cnj^i^^^^^^^^^ t^:^~:^ 
process of making and using it, in such full, dear and use the 

:rrsharettStK^^^^^^^ 
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7 Claims 83-87 and 96-99 are rejected under 35 U.S.C. § 112, fi^ paragraph, as 
containing subject matter which was not described in the specification In such a way as 
,0 reasonably convey to one skilled in the relevant art that the inven.or(s), at the time 
the application was filed, had possession of the claimed Invention. 

Applicant Claims a method of plant breeding comprising a first parent maize plant 
comprising a first EPSPS transgene, wherein said first plant is capable of being 
rendered male-sterile by treatment of said plant with glyphosate. 

Applicant describes maize lines GG25 and GJ1 1 , comprising an EPSPS 
transgene that are capable of being rendered male-sterile by treatment of saW ma^e 

lines with glyphosate. 

Applicant does not describe any other maize line comprising an EPSPS 
transgene that is capable of being rendered male-sterile by treatment of said maize line 

with glyphosate. 

Hence, it is unclear from the instant specfflcation that Applicant was in 
possession of the invention as broadly claimed. 

See also, MPEP § 2163 which states that the claimed invention as a whole may 
not be adequately described where an invention is described solely in temis of a 
method of its making coupled witt, fts function and there Is no described or art- 
recognized correlation or relationship between the stoicture of the invention and Its 
ft,nction. A biomolecule sequence described only by a functional characteristic, wfthout 
any known or disclosed conelation between thatfiincUon and the stmcture of the 
sequence, nonnally is not a sufficient identifying characterisflc for written description 
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purposes, even when accompanied by a me«,od of obtaining tt,e claimed sequence, in 
the instant case, Applicant's belief of function as directed to transfom^ing maize plants 
using specfflc promoters that allow for rendering maize plants male sterile does not 
sufficient describe the instant invention, because the description is only based to 
function, and does not correlate structure and function, 

8. Claims 83-87 and 96-99 are rojected under 35 U.S.C. § 1 12, first paragraph, 
because the specificatton, while being enabling for a method of plant breeding 
comprising Applicant's mafce line GG26, deposfted at the ATCC under Accession No. 
209033 or maize line GJ1 1 , deposited at the ATCC under Accession No. 209030, does 
not reasonably provide enablement for a method of plant breeding using any other 



maize plant comprising an 



EPSPS transgene. The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most neahy connected, to 
make and use the invention commensurate in scope with these claims. 

Applicant claims a method of plant breeding comprising a first parent maize plant 
comprising a first EPSPS transgene. wherein said first plant is capable of being 
rendered male-sterile by treatment of said plant with glyphosate. 



Applicant teaches maize 



lines GG25 and GJ11, comprising an EPSPS transgene 



that are capable of being 



rendered male-sterile by treatment of said maize lines with 



glyphosate. 

Applicant does not teach any other maize line comprising an EPSPS transgene 
capable of being rendered male-sterile by treatment of said maize line wfth 



that is 
glyphosate 
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,n m wands. 858F.2d 731, 8 USPQ2d 1400 (Fed. Clr. 1988) lists eight 
considerations for detennining whether or not undue experimentation would be 
necessary to practice an invention. These factors are: the quantity of experimentation 
necessary, the amount of direction or guidance presented, the presence or absence of 
wori<ing examples of the invention, the nature of the invention, the state of the prior art, 
the relative skill of those in the art, the p^dictability or unpredictability of the art, and the 

breadth of the claims. 

Applicant has provided limited guidance for producing a maize plant comprising 
an EPSPS transgene that is capable of being rendered male-sterile by treatment of said 
maize plant w«h glyphosate. Applicant states on page 78, lines 26-29, that Applicant 
believes that the glyphosate inducible nature of male-sterllity in plants having the GG25 
and GJ11 transfomiation events is a result of promoter function in expression of the 
resistance protein, in this case a mutant EPSPS. Conversely, Applicant provides no 
evidence that the choice of promoter sequence is in fact what has rendered said 
transfomiation events capable of being rendered male sterile by application of 
glyphosate. The nature of the claimed method is such that it requires that the first 
parental ma'^e plan, to be capable of being rendered male sterile by the application of 
glyphosate. The prior art teaches that glyphosate can be used to render plants male 
sterile but retain female fertility (see Dhingra e( al 1988, U.S. Patent 4,735,649). The art 
also teaches that maize lines are variable In the response of their pollen to glyphosate, 
and tolerance or susceptibility is not an inherent property of maize pollen, but 
dependent upon the genete background of the maize line (see Frascaroli etal 1992, J. 
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Genet. & Breed. 46:49-56, especially the Abstract on page 49). In addition, the art 
teaches that integration of tmnsgenes is essenSaily random in the genome and 
variabiirty is often observed from one transgenic plant to another ascribed to 'posftion 
effect variation' (see Hansen et al 1999, Trends in Plant Science 4(6):226.231 , see 
especially page 230, left column, last ^ paragraphs). Thus, it is undear from the 
instant specification if the EPSPS transgene of maize lines 6G25 and GJ11 produces 
the desired, conditional phenotype because of genotypic variation or because of a 
position effect variation due to where the transgene has been inserted into the genome 
of the specific maize lines. Hence, given the limited guidance by Applicant, the nature 
of the claimed invention and the teaching of the art it would have required undue trial 
and error experimentation by one of skill in the art at the time of Applicant's invention to 
transfom, a myriad of maize plant with an EPSPS transgene, using a myriad of 
pmmoters and screen through a myriad of transgenic maize lines to identify those 
maize lines that could be rendered male sterile by applying glyphosate as broadly 
claimed. 

If Applicant is able to successfully argue the instant rejection as directed to 
specmc maize lines, then the Instant claims would be rejected as only enable for a 
method comprising a maize plant transformed with an EPSPS encoding polynucleotide 
operably linked to a polynucleotide encoding a maize histone promoter or a CaMV35S- 
Arabidopsis histone pmmoter. Substantial evidence would be required for the use of 
other promoters that could be used in the claimed method within the scope of the 
claims. 
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Claim Rejections - 35 USC § 103 

* 7c; 1 1 q r S 103(a) which forms the basis for all 
9. The following is a quotation of 35 U.b.o. § luo^a; w.. 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the ^^^^^^^^^ 

forth £ section 102 of this title, at the time the 

the prior art are such that the subject '"^t^er as a^^^^^^^^^ "o which said subject matter pertains. 

10 Claims 83-87 and 96-99 are rejected under 35 U.S.C. § 103(a) as being 
unpatentable over Fabijanski et a, (U.S. Patent 5.356.799. published 18 October 1994) 
in view of Dhingra et al (U.S. Patent 4.735.649. published 5 April 1988) 

Fabijanski teaches a method of plant breeding comprising transforming a plant 
with a gene for glyphosate resistance, such as the EPSPS gene, and using said 
transformed plant in a method of plant breeding wherein glyphosate is used to produce 
male sterility in the female parent plant (see column 5. lines 44-59). 

Fabijanski does not specifically teach the use of glyphosate to produce male 

sterility. 

Dhingra teaches a method of p-oducing -male sterile plants using glyphosate in a 

process of breeding (see claims 1 and 2). 

The instant claims are prima facie obvious because it is unclear of the exact 
nature of the conditional tolerance to glyphosate of Applicant's maize lines GG25 and 
GJ1 1 . It would have been prima fade obvious to one of ordinary skill in the art at the 
time of Applicant's invention to practice the method of Fabijanski in view of the 
teachings of Dhingra. Given the success of Dhingra in using glyphosate to produce 
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„a,e stenlrty in plants in a process of breeding, one of o^inar, s« in the art a. *e time 
of Applicant's invention would have had a reasonable expectation of success in using 
the teachings of Fabijanski to use a resistant male parent comprising an EPSPS 
Uansgene and a non-resistant female parent to practice the method of plan, breeding, if 
Applicant's matee lines GG25 and GJ1 1 are conditionally capable of being rendered 
male sterile by glyphosate due to genetic variation or a positional effect of the 
transgene. the said maze lines would have been functionally and reproductively 
identical to those suggested by FabiiansKi. Those limitations at claims 96-99 would 
have been considered obvious experimental variations to one of ordinary skill in the art 
for the specific plant used, such as maize, and variety of said plant used. 

See in « Undner. 173 USPQ 356 (CCPA 1972) and In m Grasselll, 218 USPQ 
769 (Fed. Cir. 1983), which teach that the evidence of non-obviousness should be 
commensurate with the scope of the claims. 
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Conclusion 

11. No claims are allowed. 

12 Any inquiry concerning this communication or eartier communications from the 
examiner shouid be directed to David H. Kruse, Ph.D. whose telephone number is (703) 
306-4539. The examiner can nom,aily be reached on Monday to Friday from 8:00 a.m. 
to 4:30 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examinees 
supervisor, Dr. Amy Nelson can be reached a, (703) 306-3218. The fax telephone 
number for this GK>up is (703) 872-9306 Before Final or (703) 872-9307 After Final. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to Kim Davis whose telephone number is (703) 305- 
3015. 




AMY J. NaSON,PH.D 
SUPERVISORY mm EXAMINER 
TECHNOLOGY CENTER 1600 



David H. Kruse, Ph.D. 
30 September 2002 



